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DETAILED ACTION 

Claims included in the prosecution are 1-11. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 2-4, 7 andll are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The parent claims 1 and 8 recite only L-carnitine and L-carnitine is a specific 
compound. Therefore, claims 2-3 and 1 1 which recite 'propionyl-L-carnitine or acetyl- L- 
carnitine as L-carnitine of either claim 1 or 8 is inconsistent with the parent claims. 

The use of a trade name in the claims is improper. The examiner suggests the 
incorporation of specific compound/composition in claim 4. 

It should have been 'said L-carnitine derivative' in claim 7. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - . ^ 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Stracher (4,866,040). 
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Stracher discloses liposomes containing amino carnitine and alky! esters 
(abstract, columns 9-17). 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

5. Claims 1 and 5 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Keller (US 2002/0039595). 

Keller discloses liposomes containing L-carnitine (Example 4). 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

6. Claims 1 and 5 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Keller (6.726,924). 

Keller discloses liposomes containing L-carnitine (Example 4). 

Claim Rejections '35 use §103 

7. Claims 1-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cavazza (5,747,536) in view of Keller (6.726.924) or Foldvari (5.993,851) individually or 
in combination. 

Cavazza teaches the effectiveness of L-carnitine and its esters in the treatment 
of peripheral vascular diseases. The derivatives taught by Cavazza are acetyl L- 
carnitine and propionyl L-carnitine (abstract, columns 3-5 and claims). 

What is lacking in Cavazza is the use of liposomes as the delivery vehicles for 
carnitines. 

Keller discloses that liposomes are sustained release delivery vehicles for a 
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variety of active agents including L-carnitine. According to Keller, liposomes increase 
the bioavailability of active agents when administered (col. 2, lines 13-65). 

Foldvari while disclosing liposomal formulations containing various biologically 
active agents for topical delivery teaches that several studies showed that liposome 
encapsulation advantageously alters the phannacokinetic fate of the drug after topical 
application (abstract, col. 1 , lines 49-52) and that liposomes (containing active agent, 
PGE1) can be used to treat diseases including peripheral vascular disease (col. 27, 
lines 41-47), 

The use of liposomes as the delivery vehicles for the compositions of Brevetti 
would have been obvious to one of ordinary skill in the art since Keller teaches that 
liposomes are sustained release delivery vehicles and increase the bioavailability of 
active agents and Foldvari teaches that the topical delivery of liposomes can be used to 
treat peripheral vascular diseases. Alternately to use liposomes for the encapsulation of 
L-carnitine or its esters for treatment of peripheral vascular diseases would have been 
obvious to one of ordinary skill in the art since L-carnitine and its esters are effective 
against this disease as taught by Brevetti. One of ordinary skill in the art would expect 
the advantages of liposomes in the delivery of L-carnitine. 

8. Claims 1, 4-6, 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brevetti (4,968,719) in view of Keller (6,726,924) or Foldvari (5,993,851) 
individually or in combination or vice versa: that is, Keller and/or Foldvari in view of 
Brevetti. 

Brevetti teaches L-carnitine's effectiveness for the treatment of peripheral 
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vascular diseases (abstract, Examples and claims). 

What is lacking in Brevetti is the use of liposomes as the delivery vehicles for 
carnitine. 

Keller discloses that liposomes are sustained release delivery vehicles for a 
variety of active agents including L-carnitine. According to Keller, liposomes increase 
the bioavailability of active agents when administered (col. 2, lines 13-65). 

Foldvari while disclosing liposomal formulations containing various biologically 
active agents for topical delivery teaches that several studies showed that liposome 
encapsulation advantageously alters the pharmacokinetic fate of the drug after topical 
application (abstract, col. 1, lines 49-52) and that liposomes (containing active agent, 
PGE1) can be used to treat diseases including peripheral vascular disease (col. 27, 
lines 41-47). 

The use of liposomes as the delivery vehicles for the compositions of Brevetti 
would have been obvious to one of ordinary skill in the art since Keller teaches that 
liposomes are sustained release delivery vehicles and increase the bioavailability of 
active agents and Foldvari teaches that the topical delivery of liposomes can be used to 
treat peripheral vascular diseases. Alternately to encapsulate L-carnitine in liposomes 
for the treatment of peripheral vascular diseases would have been obvious to one of 
ordinary skill in the art since L-carnitine is effective against this disease as taught by 
Brevetti and topical application of liposomes is known for the treatment of peripheral 
vascular disease as taught by Foldvari or because liposomes are sustained release 
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vehicles as taught by Keller. One of ordinary skill in the art would expect the advantages 
of liposomes in the delivery of L-carnitine. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Woodward Michael can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned Is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Gollamudi S Kishore, Ph.D 
Primary Examiner 
Art Unit 1615 
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